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6 See footnote 5 in § 340.3. 

(d) Procedural requirements for noti-
fying APHIS. The following procedures 
shall be followed for any introductions 
under the notification procedure: 

(1) Notification should be directed to 
the Animal and Plant Health Inspec-
tion Service, Plant Protection and 
Quarantine, Biotechnology and Sci-
entific Services, Biotechnology Per-
mits, 4700 River Road, Unit 147, River-
dale, Maryland 20737–1237. 

(2) The notification shall include the 
following: 

(i) Name, title, address, telephone 
number, and signature of the respon-
sible person; 

(ii) Information necessary to identify 
the regulated article(s), including: 

(A) The scientific, common, or trade 
names, and phenotype of regulated ar-
ticle, 

(B) The designations for the genetic 
loci, the encoded proteins or functions, 
and donor organisms for all genes from 
which introduced genetic material was 
derived, and 

(C) The method by which the recipi-
ent was transformed; 

(iii) The names and locations of the 
origination and destination facilities 
for movement or the field site location 
for the environmental release; and the 
size of the introduction, 

(iv) The date and, in the case of envi-
ronmental release, the expected dura-
tion of the introduction (release); and 

(v) A statement that certifies that 
introduction of the regulated article 
will be in accordance with the provi-
sions of this section. 

(3) Notification must be submitted to 
APHIS: 

(i) At least 10 days prior to the day of 
introduction, if the introduction is 
interstate movement. 

(ii) At least 30 days prior to the day 
of introduction, if the introduction is 
an importation. 

(iii) At least 30 days prior to the day 
of introduction, if the introduction is 
an environmental release. 

(4) Field test reports must be sub-
mitted to APHIS within 6 months after 
termination of the field test. Field test 
reports shall include the APHIS ref-
erence number, methods of observa-
tion, resulting data, and analysis re-
garding all deleterious effects on 

plants, nontarget organisms, or the en-
vironment. 

(5) The Administrator, shall be noti-
fied of any unusual occurrence within 
the time periods and in the manner 
specified in § 340.4(f)(10). 

(6) Access shall be allowed for APHIS 
and State regulatory officials to in-
spect facilities and/or the field test site 
and any records necessary to evaluate 
compliance with the provisions of para-
graphs (b) and (c) of this section. 

(e) Administrative action in response to 
notification. (1) APHIS will provide cop-
ies of all notifications to appropriate 
State regulatory official(s) for review 
within 5 business days of receipt. Com-
ments to APHIS from appropriate 
State regulatory officials in response 
to notifications for interstate move-
ment of regulated articles will not be 
required by APHIS prior to acknowl-
edgment, although States may provide 
their reviews to APHIS at their discre-
tion. 

(2) The Administrator, will provide 
acknowledgement within 10 days of re-
ceipt that the interstate movement is 
appropriate under notification. 

(3) The Administrator, will provide 
acknowledgement within 30 days of re-
ceipt that the importation is appro-
priate under notification. 

(4) APHIS will provide acknowledg-
ment within 30 days of receipt that the 
environmental release is appropriate 
under notification. Such acknowledg-
ment will apply to field testing for 1 
year from the date of introduction, and 
may be renewed annually by submis-
sion of an additional notification to 
APHIS. 

(5) A person denied permission for in-
troduction of a regulated article under 
notification may apply for a permit for 
introduction of that regulated article 
without prejudice. 

[58 FR 17056, Mar. 31, 1993, as amended at 59 
FR 67610, Dec. 30, 1994; 62 FR 23956, May 2, 
1997; 66 FR 21058, Apr. 27, 2001; 68 FR 46436, 
Aug. 6, 2003] 

§ 340.4 Permits for the introduction of 
a regulated article. 6 

(a) Application for permit. Two copies 
of a written application for a permit to 
introduce a regulated article, which 
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7 The 120 day review period would be ex-
tended if preparation of an environmental 
impact statement in addition to an environ-
mental assessment was necessary. 

8 Application forms are available without 
charge from the Animal and Plant Health In-

spection Service, Plant Protection and Quar-
antine, Biotechnology and Scientific Serv-
ices, Biotechnology Permits, 4700 River 
Road, Unit 147, Riverdale, Maryland 20737– 
1237, or from local offices which are listed in 
telephone directories. A person should speci-
fy in requesting the application that the per-
mit is for the introduction of a regulated ar-
ticle subject to regulation under part 340. 

may be obtained from APHIS, shall be 
submitted by the responsible person to 
the Animal and Plant Health Inspec-
tion Service, Plant Protection and 
Quarantine, Biotechnology and Sci-
entific Services, Biotechnology Per-
mits, 4700 River Road, Unit 147, River-
dale, Maryland 20737–1237. If there are 
portions of the application deemed to 
contain trade secret or confidential 
business information (CBI), each page 
of the application containing such in-
formation should be marked ‘‘CBI 
Copy’’. In addition, those portions of 
the application which are deemed 
‘‘CBI’’ shall be so designated. The sec-
ond copy shall have all such CBI de-
leted and shall be marked on each page 
of the application where CBI was de-
leted, ‘‘CBI Deleted’’. If an application 
does not contain CBI then the first 
page of both copies shall be marked 
‘‘No CBI’’. 

(b) Permit for release into the environ-
ment. An application for the release 
into the environment of a regulated ar-
ticle shall be submitted at least 120 
days in advance of the proposed release 
into the environment. An initial review 
shall be completed by APHIS within 30 
days of the receipt of the application. 
If the application is complete, the re-
sponsible individual shall be notified of 
the date of receipt of the application 
for purposes of advising the applicant 
when the 120 day review period com-
menced. 7 If the application is not com-
plete, the responsible individual will be 
advised what additional information 
must be submitted. APHIS shall com-
mence the 120 day review period upon 
receipt of the additional information, 
assuming the additional information 
submitted is adequate. When it is de-
termined that an application is com-
plete, APHIS shall submit to the State 
department of agriculture of the State 
where the release is planned, a copy of 
the initial review and a copy of the ap-
plication marked, ‘‘CBI Deleted’’, or 
‘‘No CBI’’ for State notification and re-
view. The application shall include the 
following information: 8 

(1) Name, title, address, telephone 
number, signature of the responsible 
person and type of permit requested 
(for importation, interstate movement, 
or release into the environment); 

(2) All scientific, common, and trade 
names, and all designations necessary 
to identify the: Donor organism(s); re-
cipient organism(s); vector or vector 
agent(s); constituent of each regulated 
article which is a product; and, regu-
lated article; 

(3) Names, addresses, and telephone 
numbers of the persons who developed 
and/or supplied the regulated article; 

(4) A description of the means of 
movement (e.g., mail, common carrier, 
baggage, or handcarried (and by 
whom)); 

(5) A description of the anticipated or 
actual expression of the altered genetic 
material in the regulated article and 
how that expression differs from the 
expression in the non-modified paren-
tal organism (e.g., morphological or 
structural characteristics, physio-
logical activities and processes, num-
ber of copies of inserted genetic mate-
rial and the physical state of this ma-
terial inside the recipient organism 
(integrated or extrachromosomal), 
products and secretions, growth char-
acteristics); 

(6) A detailed description of the mo-
lecular biology of the system (e.g., 
donor-recipient-vector) which is or will 
be used to produce the regulated arti-
cle; 

(7) Country and locality where the 
donor organism, recipient organism, 
vector or vector agent, and regulated 
article were collected, developed, and 
produced; 

(8) A detailed description of the pur-
pose for the introduction of the regu-
lated article including a detailed de-
scription of the proposed experimental 
and/or production design; 
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(9) The quantity of the regulated ar-
ticle to be introduced and proposed 
schedule and number of introductions; 

(10) A detailed description of the 
processes, procedures, and safeguards 
which have been used or will be used in 
the country of origin and in the United 
States to prevent contamination, re-
lease, and dissemination in the produc-
tion of the: Donor organism; recipient 
organism; vector or vector agent; con-
stituent of each regulated article 
which is a product; and regulated arti-
cle; 

(11) A detailed description of the in-
tended destination (including final and 
all intermediate destinations), uses, 
and/or distribution of the regulated ar-
ticle (e.g., greenhouses, laboratory, or 
growth chamber location; field trial lo-
cation; pilot project location; produc-
tion, propagation, and manufacture lo-
cation; proposed sale and distribution 
location); 

(12) A detailed description of the pro-
posed procedures, processes, and safe-
guards which will be used to prevent 
escape and dissemination of the regu-
lated article at each of the intended 
destinations; 

(13) A detailed description of any bio-
logical material (e.g., culture medium, 
or host material) accompanying the 
regulated article during movement; 
and 

(14) A detailed description of the pro-
posed method of final disposition of the 
regulated article. 

(c) Limited permits for interstate move-
ment or importation of a regulated article. 
An application for the interstate move-
ment or importation of a regulated ar-
ticle shall be submitted at least 60 days 
in advance of the first proposed inter-
state movement and at least 60 days 
prior to each importation. An initial 
review shall be completed by APHIS 
within 15 days of the receipt of the ap-
plication. If the application is com-
plete, the responsible person shall be 
notified of the date of receipt of the ap-
plication for purposes of advising the 
applicant when the 60 day review pe-
riod commenced. If the application is 
not complete, the responsible person 
will be advised what additional infor-
mation must be submitted. APHIS 
shall commence the 60 day review pe-
riod upon receipt of the additional in-

formation, assuming the additional in-
formation submitted is adequate. When 
it is determined that an application is 
complete, APHIS shall submit to the 
State department of agriculture of the 
State of destination of the regulated 
article a copy of the initial review and 
the application marked, ‘‘CBI De-
leted’’, or ‘‘No CBI’’ for State notifica-
tion and review. 

(1) Limited permit for interstate move-
ment. The responsible person may apply 
for a single limited permit for the 
interstate movement of multiple regu-
lated articles in lieu of submitting an 
application for each individual inter-
state movement. Each limited permit 
issued shall be numbered and shall be 
valid for one year from the date of 
issuance. If a permit is sought for mul-
tiple interstate movements between 
contained facilities the responsible in-
dividual shall specify in the permit ap-
plication all the regulated articles to 
be moved interstate; the origins and 
destinations of all proposed shipments; 
a detailed description of all the con-
tained facilities where regulated arti-
cles will be utilized at destination; and 
a description of the containers that 
will be used to transport the regulated 
articles. A limited permit for inter-
state movement of a regulated article 
shall only be valid for the movement of 
those regulated articles moving be-
tween those locations specified in the 
application. If a person seeks to move 
regulated articles other than those 
specified in the application, or to a lo-
cation other than those listed in the 
application, a supplemental applica-
tion shall be submitted to APHIS. No 
person shall move a regulated article 
interstate unless the number of the 
limited permit appears on the outside 
of the shipping container. The respon-
sible person shipping a regulated arti-
cle interstate shall keep records for 
one year demonstrating that the regu-
lated article arrived at its intended 
destination. The responsible person 
seeking a limited permit for interstate 
movement shall submit on an applica-
tion form obtained from APHIS, the 
data required by paragraphs (b) (1), (2), 
(4), (6), (7), (9), and (11) through (14) of 
this section. 

(2) Limited permit for importation. The 
responsible person seeking a permit for 

VerDate Mar<15>2010 09:33 Feb 15, 2013 Jkt 229016 PO 00000 Frm 00444 Fmt 8010 Sfmt 8010 Y:\SGML\229016.XXX 229016rm
aj

et
te

 o
n 

D
S

K
2T

P
T

V
N

1P
R

O
D

 w
ith

 C
F

R



435 

Animal and Plant Health Inspection Service, USDA § 340.4 

9 Renewals may receive shorter review. In 
the case of a renewal for a limited permit for 
importation that has been issued less than 
one year earlier, APHIS will notify the re-
sponsible person within 15 days that either: 
(1) The renewal permit is approved or (2) that 
a 60 day review period is necessary because 
the conditions of the original permit have 
changed. 

the importation of a regulated article 
shall submit an application for a per-
mit prior to the importation of each 
shipment of regulated articles. The re-
sponsible person importing a regulated 
article shall keep records for one year 
demonstrating that the regulated arti-
cle arrived at its intended destination. 
The responsible person seeking a lim-
ited permit for importation shall sub-
mit on an application form obtained 
from APHIS data required by para-
graphs (b) (1), (2), (4), (6), (7), (9), and 
(11) through (14) of this section. 9 

(d) Premises inspection. An inspector 
may inspect the site or facility where 
regulated articles are proposed, pursu-
ant to a permit, to be released into the 
environment or contained after their 
interstate movement or importation. 
Failure to allow the inspection of a 
premises prior to the issuance of a per-
mit or limited permit shall be grounds 
for the denial of the permit. 

(e) Administrative action on applica-
tions. After receipt and review by 
APHIS of the application and the data 
submitted pursuant to paragraph (a) of 
this section, including any additional 
information requested by APHIS, a 
permit shall be granted or denied. If a 
permit is denied, the applicant shall be 
promptly informed of the reasons why 
the permit was denied and given the 
opportunity to appeal the denial in ac-
cordance with the provisions of para-
graph (g) of this section. If a permit is 
granted, the permit will specify the ap-
plicable conditions for introduction of 
the regulated article under this part. 

(f) Permit conditions. A person who is 
issued a permit and his/her employees 
or agents shall comply with the fol-
lowing conditions, and any supple-
mental conditions which shall be listed 
on the permit, as deemed by the Ad-
ministrator to be necessary to prevent 
the dissemination and establishment of 
plant pests: 

(1) The regulated article shall be 
maintained and disposed of (when nec-
essary) in a manner so as to prevent 
the dissemination and establishment of 
plant pests. 

(2) All packing material, shipping 
containers, and any other material ac-
companying the regulated article shall 
be treated or disposed of in such a man-
ner so as to prevent the dissemination 
and establishment of plant pests. 

(3) The regulated article shall be kept 
separate from other organisms, except 
as specifically allowed in the permit; 

(4) The regulated article shall be 
maintained only in areas and premises 
specified in the permit; 

(5) An inspector shall be allowed ac-
cess, during regular business hours, to 
the place where the regulated article is 
located and to any records relating to 
the introduction of a regulated article; 

(6) The regulated article shall, when 
possible, be kept identified with a label 
showing the name of the regulated ar-
ticle, and the date of importation; 

(7) The regulated article shall be sub-
ject to the application of measures de-
termined by the Administrator to be 
necessary to prevent the accidental or 
unauthorized release of the regulated 
article; 

(8) The regulated article shall be sub-
ject to the application of remedial 
measures (including disposal) deter-
mined by the Administrator to be nec-
essary to prevent the spread of plant 
pests; 

(9) A person who has been issued a 
permit shall submit to APHIS a field 
test report within 6 months after the 
termination of the field test. A field 
test report shall include the APHIS ref-
erence number, methods of observa-
tion, resulting data, and analysis re-
garding all deleterious effects on 
plants, nontarget organisms, or the en-
vironment. 

(10) APHIS shall be notified within 
the time periods and manner specified 
below, in the event of the following oc-
currences: 

(i) Orally notified immediately upon 
discovery and notify in writing within 
24 hours in the event of any accidental 
or unauthorized release of the regu-
lated article; 

(ii) In writing as soon as possible but 
not later than within 5 working days if 
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10 See footnote 5 in § 340.3. 

the regulated article or associated host 
organism is found to have characteris-
tics substantially different from those 
listed in the application for a permit or 
suffers any unusual occurrence (exces-
sive mortality or morbidity, or unan-
ticipated effect on non-target orga-
nisms); 

(11) A permittee or his/her agent and 
any person who seeks to import a regu-
lated article into the United States 
shall: 

(i) Import or offer the regulated arti-
cle for entry only through any USDA 
plant inspection station listed in 
§ 319.37–14 of this chapter; 

(ii) Notify APHIS promptly upon ar-
rival of any regulated article at a port 
of entry, of its arrival by such means 
as a manifest, customs entry docu-
ment, commercial invoice, waybill, a 
broker’s document, or a notice form 
provided for such purpose; and 

(iii) Mark and identify the regulated 
article in accordance with § 340.5 of this 
part. 

(g) Withdrawal or denial of a permit. 
Any permit which has been issued may 
be withdrawn by an inspector or the 
Administrator if he/she determines 
that the holder thereof has not com-
plied with one or more of the condi-
tions listed on the permit. APHIS will 
confirm the reasons for the withdrawal 
of the permit in writing within ten (10) 
days. Any person whose permit has 
been withdrawn or any person who has 
been denied a permit may appeal the 
decision in writing to the Adminis-
trator within ten (10) days after receiv-
ing the written notification of the 
withdrawal or denial. The appeal shall 
state all of the facts and reasons upon 
which the person relies to show that 
the permit was wrongfully withdrawn 
or denied. The Administrator shall 
grant or deny the appeal, in writing, 
stating the reasons for the decision as 
promptly as circumstances allow. If 
there is a conflict as to any material 
fact, a hearing shall be held to resolve 
such conflict. Rules of practice con-
cerning such a hearing will be adopted 
by the Administrator. 

(h) Courtesy permit—(1) Issuance. The 
Administrator may issue a courtesy 
permit for the introduction of orga-
nisms modified through genetic engi-
neering which are not subject to regu-

lation under this part to facilitate 
movement when the movement might 
otherwise be impeded because of the 
similarity of the organism to other or-
ganisms regulated under this part. 

(2) Application. A person seeking a 
courtesy permit shall submit on an ap-
plication form obtained from APHIS 
data required by paragraphs (b) (1), (2), 
and (5) of this section and shall indi-
cate such data is being submitted as a 
request for a courtesy permit. A person 
should also include a statement ex-
plaining why he or she believes the or-
ganism or product does not come with-
in the definition of a regulated article. 
The application shall be submitted at 
least 60 days prior to the time the 
courtesy permit is sought. 

(3) Administrative action. APHIS shall 
complete an initial review within 15 
days of the date of receipt of the appli-
cation. If the application is complete, 
the responsible individual shall be no-
tified of the date of receipt of the ap-
plication for purposes of advising the 
applicant when the 60 day review pe-
riod commenced. If the application is 
not complete, the responsible indi-
vidual will be advised what additional 
information must be submitted, and 
shall commence the 60 day review pe-
riod upon receipt of the additional in-
formation, assuming the additional in-
formation submitted is adequate. With-
in 60 days from the date of receipt of a 
complete application, APHIS will ei-
ther issue a courtesy permit or advise 
the responsible individual that a per-
mit is required under paragraph (b) or 
(c) of this section. 

(Approved by the Office of Management and 
Budget under control number 0579–0216) 

[52 FR 22908, June 16, 1987. Redesignated at 58 
FR 17056, Mar. 31, 1993, as amended at 58 FR 
17058, Mar. 31, 1993; 59 FR 67610, Dec. 30, 1994; 
62 FR 23956, 23957, May 2, 1997; 68 FR 46436, 
Aug. 6, 2003; 72 FR 43523, Aug. 6, 2007] 

§ 340.5 Petition to amend the list of or-
ganisms. 10 

(a) General. Any person may submit 
to the Administrator a petition to 
amend the list of organisms in § 340.2 of 
this part by adding or deleting any 
genus, species, or subspecies. A peti-
tioner may supplement, amend, or 
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